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~CClIh53 1, 1996
cc: 4ii2!@

Anthony Palamo
Chairman of the Board and CEO
Modern~UCtS

3015 West Vera Avenue
IWhwaukcc,Wkconsin 53209

Dear Mr. Pakrmo:

Refa to MN 97=20

During our inspectionon December 5,6 and !0, 1996, of your drug
manufacturingf~y l-~ ~ mwk WL ~A ~~vtor Jo~
Hermann obscmd seriousdeviationsfromcurrent Good ManufacturingPractice
Rcgukions, Title 21, - Fe~

. Parts 210 attd211 (GMP).
Manufacture and packagingof Sw@ kiss Laxativeproductsin a fdty wMchis
operatedwithout conformancewith GMP aw these prod-to be adukcrated
within the meaningof Section 501(a)(2)(B) cf the FederalFmxL Drugand
Cosmetic Act.

Deviations kom GMP which were observedand documentedby Mr. Hamann
inciudebut arc not limitedto:

1. Failure tc make the tamper resistantpachging of SW KrissFlakes
“diSthCtiVC by design.”

2. Faihus to performfinishedproduct microbiologicaltesting on Swiss Kxiss
FMccs since February 1995.

3. Failure to establishwritten batch fcmnulationsto assureproductshave the
S~Cflgth, +ity and ptity whichtky p~ti tO POSSCSS.
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4. Failureto establisha system to assignuniquelot numbersfor each
productionbatch.

5. Failureto establish and maintain a complaint Me.

6. Failureto establishand document a stabili~ testing programto supportthe
expirationdating of drugproducts.

The abovelist of violations isnot intended to be an all-inciusive list of deficiendes
at your facility. It is your mponsibili~ to ensure adherenawitheach
requirement of the Good ManufacturingPractice rcguMwu. Federalagenciesare
advisedof the issuanceof allWarning Letters about drugsso that they may take
this informationinto account whenconsideringthe wad of contracts.
Additionally,pendingMtibiotic Fcmn 6, NINL AND& or export approval
requems may not be approved until the above violations arc corxected

You should take prompt action to correct these deviations. FaiIureto promptly
comect these deviationsmay result in regulatoryaction without fkther notice.
Such action includesseizureandkx injunction.

Pkase noti* this officewithin 15 workingdays of receipt of this letter of the
specificstepsyou hwe taken to correct the noted violationsand to preventtheir
rccwence If comectiveaction mot be completedwithin 1S workingdays state
the reason for the delay and the time within which the cometimu will be
completed t

Your reply should be sent to Compknce Officer Lwrcnce R Murphy at the
address indbted on the Ietteriwd

Sincereiy yours,

w John Feldman
Director
Mimeapoiis District

LRM/ccl
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xc Gayekd Pakrmo
President
Modem Products
3015 West Vera Avcnuc
Milwaukcc,WI 53209


